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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 14 May 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-33 is/are pending in the application. 

4a) Of the above claim(s) 7-17 and 21-25 is/are withdrawn from consideration. 

5) ^ Claim(s) 1-6 and 26-32 is/are allowed. 

6) |EI Claim(s) 18-20 and 33 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) |EI Claim(s) 1-33 are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)E| All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.^ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election of Group I (claims 1-6 and 32) with traverse of in the reply 
filed on 5/14/09 is acknowledged. Applicant's arguments have been considered and 
found persuasive. Accordingly the Restriction Requirement mailed 4/14/09 has been 
vacated. Claims 1-33 are pending. Claims 7-17 and 21-25 are withdrawn from further 
consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. Election was made with traverse in the 
replies filed on 12/3/07, 3/25/08, and 4/14/09. 

2. Currently claims 1 -6, 1 8-20 and 26-33 are under consideration. 

3. Rejections and/or objections of record not reiterated herein have been 
withdrawn. 

NEW GROUNDS OF REJECTIONS 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

4. Claims 18-20 and 33 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. 
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The written description in this case only sets forth SEQ ID NO:1 through SEQ ID 
NO:5 and therefore the written description is not commensurate in scope with the claims 
drawn to the process of making any and all fragments, fragment antibody, and single 
chain fragments. 

Vas-Cath Inc. V. Mahurkar, 1 9 USPQ2d 1111, clearly states that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed." (See page 1117). The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116). 

Applicant is reminded that Vas-Cath makes clear that the written description 
provision of 35 USC 112 is severable from its enablement provision (see page 115). 
Reiger et al (Glossary of Genetics and Cytogenetics, Classical and Molecular, 4th Ed., 
Springer-Verlay, Berlin, 1976) clearly define alleles as one of two or more alternative 

forms of a gene occupying the same locus on a particular chromosome and differing 

from other alleles of that locus at one or more mutational sites ( page 17). Thus, the 
structure of naturally occurring allelic sequences are not defined. With the exception of 
SEQ ID NO:1 through SEQ ID NO:5, the skilled artisan cannot envision the detailed 
structure of the encompassed fragments and therefore conception is not achieved until 
reduction to practice has occurred, regardless of the complexity or simplicity of the 
method of isolation. 
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Adequate written description requires more than a mere statement that it is part 
of the invention and a reference to a potential method of isolating it. The 
antibody/protein itself is required. See Fiers v. Revel, 25 USPQ 2d 1601 at 1606 
(CAFC 1993) and Amgen Inc. V. Chugai Pharmaceutical Co. Lts., 18 USPQ2d 1016. 

Furthermore, In The Reagents of the University of California v. Eli Lilly (43 
USPQ2d 1398-1412), the court held that a generic statement which defines a genus of 
nucleic acids by only their functional activity does not provide an adequate written 
description of the genus. 

The court indicated that while Applicants are not required to disclose every 
species encompassed by a genus, the description of a genus is achieved by the 
recitation of a representative number of DNA molecules, usually defined by a nucleotide 
sequence, falling within the scope of the claimed genus. At section B(1), the court 
states that "An adequate written description of a DNA. ..'requires a precise definition, 
such as by structure, formula, chemical name, or physical properties', not a mere wish 
or plan for obtaining the claimed chemical invention". 

No disclosure, beyond SEQ ID NO:1 , SEQ ID NO:2, SEQ ID NO:3, SEQ ID NO:4 
and SEQ ID NO:5 is made in the specification. This is insufficient to support the claims 
drawn to the any and all fragments as provided by the Interim Written Description 
Guildlines published in the June 1 5, 1 998 Federal Register at Volume 63, Number 1 1 4, 
pages 32639-32645. 
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Therefore only methods utilizing isolated antibody sequences consisting of SEQ 
ID NO:1 through SEQ ID NO:5, but not the full breadth of the claim would meet the 
written description provision of 35 USC 112, first paragraph. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negative by the manner in which the invention 
was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 



I. Claims 1 8-20 and 33 are rejected under 35 U.S.C. 1 03(a) as being obvious over 
Self et al. (Clinical Chemistry, Vol.40, No.1 1 , pages 2035-2041 , 1 994) in view of Arai et 
al. (Protein Engineering, Vol.13, No.5, pages 369-376, 2000). 
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Self et al. (Clinical Chemistry, Vol.40, No.11, pages 2035-2041, 1994) disclose a 
dual antibody reagent-pair being applicable in noncompetitive immunologic metric assay 
systems. The assay is based on the interaction of a primary antibody with its ligand in 
order to form new binding sites, recognizable by a second antibody - which then binds 
to form a detectable complex. See abstract. The antibodies (fragments) are produced 
by various procedures. See page 2036 - 2 nd column. 

Although Self et al. are silent with respect to antibody production from a 
recombinant library, these procedures were well known in the prior art. For example, 
see the reference to Arai et al. (Protein Engineering, Vol.13, No. 5, pages 369-376, 
2000). 

Arai et al. teach recombinant antibody procedures. These procedures increased 
production yield, sensitivity, and turn around time. See abstract and pages 374-375. It 
would have been prima facie obvious to one of ordinary skill in the prior art to employ 
recombinant produced antibodies as exemplified by Arai et al. in the method of Self et 
al. because Arai et al. taught that these procedures increased production yield, 
sensitivity, and turn around time. See abstract and pages 374-375. 

Response to Arguments 

Applicant contends that the methods of utilizing multiple antibodies produced by 
different methods (immunized animals and non-immunized animals) in combination 
produced improved assay results which were not obvious at the time of the instant 
invention. However, this is not deemed novel with respect the product. 
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The prior art teaches antibody production from immunized animals and non- 
immunizing procedures. In response to applicant's argument that the antibodies are 
utilized in a dual assay procedure, a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the 
prior art structure is capable of performing the intended use, then it meets the claim. 

Allowable Subject Matter 

6. Claims 1 -6 and 26-32 are allowed. 

7. For reasons aforementioned, no claims are allowed. 

8. Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. The Group 1641 - Central Fax number is (571) 273-8300, which is able 
to receive transmissions 24 hours/day, 7 days/week. In the event Applicant would like 
to fax an unofficial communication, the Examiner should be contacted for the 
appropriate Right Fax number. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lisa V. Cook whose telephone number is (571) 272- 
0816. The examiner can normally be reached on Monday - Friday from 7:00 AM - 4:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Shibuya, can be reached on (571) 272-0806 
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Any inquiry of a general nature or relating to the status of this application should 
be directed to Group TC 1600 whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see httpr//pair-direct. uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Lisa V. Cooi 
(patent 'Examiner 
Art Unit 1641 
<Remsen 3 
571-272-0816 



/Lisa V. Cook/ 

Primary Examiner, Art Unit 1641 



